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www aft? qfrwrt ^R«pEtrtrr tiniMn 

(RtrcwRronr) 

33ft cut'll 

Af ftwfl, 10 AJATt 1997 

ITT. ATT. Rt. 383( 3T ).—afafV afa RRTRA RTRlft RlAR, 1945 W -3fk TEf^tl^PT % f^TCr f^rqf '«Fn RiHRriRsifl RTAR 

Rrct ■HV+K, acfr^ffef aftl RRTAA TTTRlft -itRiRtAH, 1940 (1940 AA 23) At) ART 12 afa ART 33 Ski y<;ti TlRftlA) ATT IT^fnT And ^ 
aflqRr ARaIA?) MCrUB'hk "?t SOHlf 'tkd % TT'AI^, <mHI ■qicd) %, <J«KI RRiait Ai) 3A)8iITi|RR RA 7T4) “hIVi'mT Ait % RrIX 

f^R^T d'k'O RRTRia 5 )*) aR it'Mil'll y^iRiTT RtiAT ATAT % 4-fk ATT TJAAT iR Aid) % ftr AAA ^i<*m Pi9Hl "91, oi-flo l), f^RTAR THARA 
AR "SfcPWt ftwR ATT 3lf^+jtnl KAilRflfl aR AI<f)AHfll aR '3 c PfW «htl Aid) % fRl aR STAR? AR HklP<l % HSfAlR.RfA’R fAIAT 

Anpm 

R^fAiAff arr^tf at ^iqf at, a) aaa vih*a PharR aR aiaa ?tt aa>r acpsrf^ at|- "scrf^r 

dr-j{)4 TRAik RlAK < +>). , f) 1ftT% Tlf^A, WWR aftl nReik Rilltny, Pi*R u i AAA, A^ R^rtd)-110011 Alt Ratt AT TTAiAT D I 

umam Rwr 

1. PiAHf ATT TtftiTTT AIR affAftl 3?R 3RTTRA AlAill (WtRA) RlAR, 1997 11 

2. 3RaRt aftt RATRA ATATft f^AA, 1945 % fRAR 122^% Tsfe (AT) RiTAHAT, RhR 3P3A #5 TT5T AIRAT, Starf^: — 

(AT) AT R tH^iRR) AT [RyuR Rr f'Ki'i, Pi e (K u l, dH'tiK AT *^ T i t tJ< u i R' ^nioR'ti AT 4 lic t l % Rit, 3iiTi(Rti 

TIRIARiAT, , ■JAaRiA ^AitltitPlARq ^5T ATT RAT R^ AT RjR AT ^AR "9R ^ ^?jt yRWAT AT mR^H 
RSfilAT Rl-bdo RTTATTOi A?)R1ART Alt TTRTt^A AR^ % 3TT?lRTTT (HTH m^i*) itf^R) 4qi«f RtlltRAitt 
^ At RftAfllAt % RARAlt % Ay if RAAtR Rpi AI^ % ’ARTRTcT ; RlRA!T lAlPlAT ■^Rlf-TAi’ k<I^TRt % d)<H % RlAIA, 

if RTTA'jyf Ri«ik % Rim, <jra)a id! Rbyi rat %, sfti PAi a>) iaiRiAi ^atRiat H 0m u i)' % ^Rir % Rtata, ^Tyi R 
^A’jpf AIAt’ % fcnt wt) 3)fll ■grftiRT RTA ^ RF?TAT RAIR R^t A>) A^ 11' ’ 

[if. w-11014/2/97 -^IWR ^Rarta;] 

RT^d) Rl, IT3AA Rf^A 
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Hit; (i^ui : 1-5-1979 TTCPH 'HtHlil 1945 3flT mR^K TftTCPT (TSTT®q 

f afk TT7fr*TT fcfar % TIT. Wi, ft. %ftt (3T) % TOT TT31T *11 I 


MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 
New Delhi, the 10th July, 1997 

G.S.R. 383(E). —The following draft of certain rules further to amend the Drugs and Cosmetics Rules, 1945, which 
the Central Government purpose to make, after consultation with the Drugs Technical Advisory Board, in exercise of the 
powers conferred by sections 12 and 33 of the Drugs and Cosmetics Act, 1940 (23 of 1940), is hereby published as required by 
the said sections for the information of all persons likely to be affected thereby and notice is hereby given that the said draft rules 
will be taken into consideration after the expiry of a period of forty five days from the date on which the copies of the official 
Gavotte in which this notification is published, are made available to the public. 

Any objections or suggestions which may be received from any person with respect to the said draft rules before the 
expiry of the period so specified will be taken into consideration by the central Government, which may be addressed to the 
Secretary, Ministry of Health and Family Welfare, Nirman Bhawan, New Delhi-110011. 

DRAFT RULES 

1. These rules may be called the Drugs and Cosmetics (Amendment) Rules, 1997. 

2. In the Drugs and Cosmetics Rules, 1945, in rule 122E, for clause (a), the following clause shall be substituted; 
namely ;— 

"(a) A new substance of chemical, biological, recombinant biotechnological origin or such devices or delivery 
systems in bulk or prepared dosage form; intended for internal or external use in the diagnosis, prevention, 
treatment or mitigation of diseases or disorders in human beings or animals [it may also include such 
substances (other than food) intended to affect the structure of the human body and also those substances 
intended to be used as components of drugs]; which except during local clinical trials, has not been used in 
the country to any significant extent; and which except during local clinical trials has not been recognised in 
the country as effective and safe for the purposed claims," 

[No. X-l 1014/2/97-DMS & PFA] 
RENU SAHNIDHAR, Jt. Secy, 

Note: The Drugs and Cosmetics Rules, 1945, as amended upto 1-5-1979 is contained in the publication of the 
Ministry of Health and Family Welfare (Department of Health) containing the Drugs and Cosmetics Act, 1940 
and the Rules (PDGHS-61) and last amended vide GSR—(E) dated. 
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